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NATIONAL FOREWORD 


This Indian Standard (Part 1) (First Revision) which is modified adoption of ISO 10524-1 : 2018 
‘Pressure regulators for use with medical gases — Part 1: Pressure regulators and pressure regulators 
with flow-metering devices’ issued by the International Organization for Standardization (ISO) was 
adopted by the Bureau of Indian Standards on the recommendation of the Anaesthetic, Resuscitation 
and Allied Equipment Sectional Committee and approval of the Medical Equipment and Hospital 
Planning Division Council. 


This standard was first published in 2013 as IS/ISO 10524-1 : 2006 ‘Pressure regulators for use with 
medical gases — Part 1: Pressure regulators and pressure regulators with flow-metering devices’. This 
first revision has been taken up to align it with latest edition of ISO 10524-1 : 2018. 


The text of the ISO standard has been approved as suitable for publication as an Indian Standard 
without deviations. Certain conventions are, however, not identical to those used in the Indian 
Standards. Attention is particularly drawn to the following: 


a) Wherever the words ‘International Standard’ appears referring to this standard, they should be 
read as ‘Indian Standard’; and 

b) Comma (,) has been used as a decimal marker while in Indian Standards, the current practice 
is to use a point (.) as the decimal marker. 


In this adopted standard, reference appears to certain International Standards for which Indian 
Standards also exist. The corresponding Indian Standards, which are to be substituted in their places, 
are listed below along with their degree of equivalence for the editions indicated: 


International Standard Corresponding Indian Standard Degree of Equivalence 


ISO 14971 Medical devices — 15/150 14971 : 2019 Medical devices Identical 
Application of risk management to — Application of risk management to 

medical devices medical devices (first revision) 

ISO 15001 : 2010 Anaesthetic апа 15/150 15001 : 2010 Anaesthetic and Identical 


respiratory equipment — 
Compatibility with oxygen 


ISO 407 Small medical gas cylinders 
— Ріп-іпдех уоке-іуре valve 
connections 


ISO 7000 Graphical symbols for use 
on equipment — Registered 
symbols 


respiratory equipment — Compatibility 
with oxygen (first revision) 


IS 3745 : 2006 Yoke type valve 


connections for small medical gas 
cylinders — Specification (second 
revision) 

IS 16450 : 2017/ISO 7000 : 2014 
Graphical symbols for use оп 


equipment — Registered symbols 


Not Equivalent 


Identical 


The Committee has reviewed the provisions of the following International Standards referred in this 
adopted standard and has decided that they are acceptable for use in conjunction with this standard: 


(Continued on third cover) 
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Introduction 
PRESSURE REGULATORS are used to reduce high cylinder pressure to a lower pressure suitable for use 
with medical equipment or for delivery of gas directly to a patient. 


These functions cover a wide range of inlet and outlet pressures and flows which require specific 
design characteristics. It is important that the operating characteristics of PRESSURE REGULATORS are 
specified and tested in a defined manner. 


A PRESSURE REGULATOR normally has coupled to it a device which controls the flow, such as a flow 
control device or a fixed ORIFICE. The flow can be indicated by a FLOWMETER or by a FLOWGAUGE. 


It is essential that regular inspection and maintenance be undertaken to ensure that the PRESSURE 
REGULATOR continues to meet the requirements of this document. 


This document pays particular attention to 

— use of suitable materials, 

— safety (mechanical strength, leakage, safe relief of excess pressure and resistance to ignition), 
— GAS SPECIFICity, 

— cleanliness, 

— type testing, 

— marking, and 

— information supplied by the manufacturer. 


Annex A contains rationale statements for some of the requirements of this document. The clauses and 
subclauses marked with an asterisk (*) after their number have corresponding rationale included to 
provide additional insight into the reasoning that led to the requirements and recommendations that 
have been incorporated into this document. It is considered that knowledge of the reasons for the 
requirements will not only facilitate the proper application of this document, but will expedite any 
subsequent revisions. 


An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title indicates 
that there is guidance or rationale related to that item in Annex A. 


In this document, the following print types are used: 
— requirements and definitions: roman type; 


— informative material appearing outside of tables, such as notes, examples and references: in smaller 
type. Normative text of tables is also in a smaller type; 


— test specifications: italic type; 


— TERMS DEFINED IN CLAUSE 3 OF THIS DOCUMENT OR AS NOTED: SMALL CAPITALS TYPE. 
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Indian Standard 


PRESSURE REGULATORS FOR USE WITH MEDICAL GASES 
(ISO 10524-1 : 2018, MOD) 
PART 1 PRESSURE REGULATORS AND PRESSURE REGULATORS WITH 


FLOW-METERING DEVICES 
( First Revision ) 


1 Scope 


This document specifies the design, construction, type testing, and marking requirements for PRESSURE 
REGULATORS (as defined in 3.18) intended for the administration of medical gases and their mixtures 
in the treatment, management, diagnostic evaluation and care of patients or for gases used for driving 
surgical tools. 


Examples of gases include oxygen, medical air and oxygen/nitrous oxide mixtures. 

This document applies to PRESSURE REGULATORS: 

a) intended to be connected to cylinders by the operator; 

b) with integral flow-metering devices intended to be connected to cylinders by the operator; 


c) that are an integral part of medical equipment (e.g. anaesthetic workstations, lung ventilators, 
resuscitators). 


A PRESSURE REGULATOR can be provided with PRESSURE OUTLET or FLOW OUTLET, and can be adjustable 
or pre-set. 


PRESSURE REGULATORS are intended to be fitted to refillable cylinders with a WORKING PRESSURE up 
to 30 000 kPa ( 300 bar) and can be provided with devices which control and measure the flow of the 
medical gas delivered. 


2 Normative references 


The following documents are referred to in the text in such a way that some or all of their content 
constitutes requirements of this document. For dated references, only the edition cited applies. For 
undated references, the latest edition of the referenced document (including any amendments) applies. 


ISO 32, Gas cylinders for medical use — Marking for identification of content 

ISO 407, Small medical gas cylinders — Pin-index yoke-type valve connections 

ISO 5145, Cylinder valve outlets for gases and gas mixtures — Selection and dimensioning 
ISO 7000, Graphical symbols for use on equipment — Registered symbols 


ISO 9170-1, Terminal units for medical gas pipeline systems — Part 1: Terminal units for use with 
compressed medical gases and vacuum 


ISO 10297:2014, Gas cylinders — Cylinder valves — Specification and type testing 
ISO 14971, Medical devices — Application of risk management to medical devices 


ISO 15001:2010, Anaesthetic and respiratory equipment — Compatibility with oxygen 
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EN 837-1, PRESSURE GAUGES — Part 1: Bourdon tube PRESSURE GAUGES — Dimensions, metrology, 
requirements and testing 


EN 13544-2, Respiratory therapy equipment — Part 2: Tubing and connectors 


IEC 60601-1, Medical electrical equipment — Part 1: General requirements for basic safety and essential 
performance 


3 Terms and definitions 
For the purposes of this document, the following terms and definitions apply. 


ISO апа ІЕС maintain terminological databases for use in standardization at the following addresses: 


— ISO Online browsing platform: available at https://www.iso.org/obp 


— IEC Electropedia: available at https://www.electropedia.org/ 


3.1 
ACCURACY OF FLOW 
difference between the indicated value and the actual value of the flow 


Note 1 to entry: It is expressed in per cent. 


3.2 
ADJUSTABLE PRESSURE REGULATOR 
PRESSURE REGULATOR (3.18) that is provided with a means of operator adjustment of the outlet pressure 


3.3 
CONTENT INDICATOR 
device that displays the amount of gas remaining in the cylinder 


Note 1 to entry: The content can be expressed either in percentage of content or cylinder pressure. 


3.4 
FLOWGAUGE 
device that measures pressure and which is calibrated in units of flow 


Note 1 to entry: The FLOWGAUGE does not measure flow. It indicates flow by measuring the pressure upstream of 
a fixed ORIFICE (3.13). 


3.5 
FLOWMETER 
device that measures and indicates the flow of a specific gas or gas mixture 


3.6 
FLOW SELECTOR 
means for selecting the flow and indicating the flow selected 


3.7 
FLOW OUTLET 
outlet intended to deliver a controlled flow of gas 


3.8 
GAS-SPECIFIC 
quality of having characteristics that prevent connection between different gas services 


3.9 
GAS-SPECIFIC CONNECTION POINT 
part of the terminal unit which is the receptor for a GAS-SPECIFIC (3.8) probe 
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3.10 
NIPPLE 
portion of a connector which is pushed into and secured within the bore (lumen) of a hose 


3.11 

NOMINAL INLET PRESSURE 

Py 

upstream WORKING PRESSURE (3.21) specified by the manufacturer for which the PRESSURE REGULATOR 
(3.18) is intended to be used 


3.12 

NOMINAL OUTLET PRESSURE 

P2 

nominal downstream pressure under flow conditions specified by the manufacturer 


3.13 

ORIFICE 

restriction of known cross-section that delivers a constant flow of gas when supplied with gas at a 
constant upstream pressure 


3.14 

OXIDIZING GAS 

any gas or gas mixture more oxidizing than air, i.e. any gas or gas mixture that is able, at atmospheric 
pressure, to support the combustion more than a reference oxidizer consisting of 23,5 % oxygen in 
nitrogen 


[SOURCE: ISO 10156:2017, 3.1.5, modified] 


3.15 

PRE-SET PRESSURE REGULATOR 

PRESSURE REGULATOR (3.18) that is not provided with a means of operator adjustment of the outlet 
pressure 


3.16 
PRESSURE GAUGE 
device that measures and indicates pressure 


3.17 
PRESSURE OUTLET 
outlet intended to deliver gas at a controlled pressure 


3.18 
PRESSURE REGULATOR 
device that reduces the inlet pressure and maintains the set outlet pressure within specified limits 


3.19 
PRESSURE-RELIEF DEVICE 
device intended to relieve excess pressure at a pre-set value 


3.20 

SINGLE FAULT CONDITION 

condition in which a single means for protection against a safety hazard in equipment is defective or a 
single external abnormal condition is present 


3.21 
WORKING PRESSURE 
settled pressure of a compressed gas at a uniform reference temperature of 15 °C in a full gas cylinder 


Note 1 to entry: This definition does not apply to liquefied gases (e.g. carbon dioxide) or dissolved gases (e.g. 
acetylene). 
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4 Nomenclature 


Examples of PRESSURE REGULATORS (see figures) with terminology are given in Annex A. 


5 General requirements 


5.1 Safety 


PRESSURE REGULATORS shall, when transported, stored, installed, operated in normal use and 
maintained according to the instructions of the manufacturer, present no risks with an unacceptable 
level, under normal condition or SINGLE FAULT CONDITION, identified using risk management procedures 
in accordance with ISO 14971. 


The risks associated with the ignition of metallic and non-metallic materials, including the potential 
release of toxic products in an oxygen-enriched environment, shall be assessed according to the 
principles defined in ISO 15001. 


The design of the PRESSURE REGULATOR should be such that in the event of internal ignition, the 
consequences of the ignition are contained and the gas vented safely. 


Check compliance by inspection of the risk management file. 
NOTE Asituation in which a fault is not detected is considered anormal condition. Fault conditions/hazardous 
situations can remain undetected over a period of time and as a consequence can lead to an unacceptable risk. In 


that case, a fault condition subsequently detected needs to be considered as a SINGLE FAULT CONDITION. Specific 
risk control measures to deal with such situations need to be determined within the risk management process. 


5.2 Usability 


The manufacturer shall address, in a usability engineering process, any risks resulting from poor 
usability. 


Check compliance by inspection of the usability engineering file. 


NOTE For information related to usability, see other documents; for example, IEC 62366-1[6] and 
IEC/TR 62366-2IZ1. 


5.3 Alternative construction 


PRESSURE REGULATORS and components, or parts thereof, using materials or having forms of 
construction different from those detailed in this document, shall be presumed to be in compliance 
with the safety objectives of this document if it can be demonstrated that at least an equivalent degree 
of safety is obtained (i.e. compliance with requirements presumes that risks have been mitigated to 
acceptable levels) unless objective evidence to the contrary becomes available. 


Objective evidence may be obtained by post-market surveillance. 
Evidence of at least an equivalent degree of safety shall be provided by the manufacturer. 


NOTE Regional or national regulations can require the provision of evidence to a competent authority ог a 
conformity assessment body, e.g. to a notified body in the European Economic Area (EEA) upon request. 


5.4 Materials 


5.4.1 * Тһе materials which come in contact with the medical gas in normal condition shall be resistant 
to corrosion and compatible with oxygen, the other medical gases and their mixtures in the temperature 
range specified in 6.1. 


NOTE1 Corrosion resistance includes resistance against moisture and surrounding materials. 
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NOTE2 Oxygen compatibility is usually defined as the ability of a material to coexist with oxygen and a 
moderate ignition source. The aim of using oxygen-compatible materials is to develop a system design which 
has a low probability of ignition and minimizes consequences based on the use of materials exhibiting good 
compatibility, low energy release if ignited or by minimizing the quantities of non-metallic components. 


NOTE3 Many materials which do not burn in air will do so in an oxygen-enriched atmosphere, particularly 
under pressure. Similarly, materials which can be ignited in air require lower ignition energies to ignite in an 
oxygen-enriched atmosphere. Many such materials can be ignited by friction at a valve seat or by adiabatic 
compression when an oxygen-enriched gas at high pressure is rapidly introduced into a system initially at low 
pressure. 


NOTE4 Halogenated polymers such as polytetrafluoroethylene (PTFE), polychlorotrifluoroethylene (PTCFE) 
and fluoroelastomers (FKM) can release highly toxic products during thermal decomposition. 


NOTES Design considerations and criteria for the selection of metallic and non-metallic materials are given іп 
ISO 15001. 


5.4.2 Materials that are liable to shed particles which can come in contact with the medical gas in 
normal condition or SINGLE FAULT CONDITION shall not be used for highly strained components and parts 
liable to wear. 


EXAMPLE Springs. 


NOTE See ISO 15001:2010, Annex C. 


5.4.3 * Aluminium, aluminium alloys or alloys with aluminium content greater than 2,5 % shall not be 
used for components whose surfaces come into contact with OXIDIZING GASES or gas mixtures at cylinder 
pressure in normal or SINGLE FAULT CONDITION. 


5.4.4 Consideration should be given to the avoidance of stainless steel and other ferrous alloys for 
components whose surfaces come into contact with OXIDIZING GASES or gas mixtures at cylinder pressure 
in normal or SINGLE FAULT CONDITION. 


5.4.5 Тһе materials shall permit the PRESSURE REGULATOR and its components to meet the requirements 
of Clause 5 in the temperature range of -20 °C to +60 °C. 


NOTE Regional or national environmental conditions can require deviation from this range of temperatures. 


5.4.6 PRESSURE REGULATORS shall meet the requirements of this document after being packed for 
transport and storage and being exposed to environmental conditions, as stated by the manufacturer. 


Evidence of conformity with the requirements of Clause 5 shall be provided by the manufacturer upon 


request. 


6 Design requirements 


6.1 General 


The operation of the PRESSURE REGULATOR shall comply with the requirements of this document 
between -20 °C and +60 °C. 


NOTE Regional or national regulations can specify additional design requirements. 
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6.2 Indicator for cylinder pressure or cylinder content 


6.2.1 General 


The PRESSURE REGULATOR Shall be fitted with a PRESSURE GAUGE or with an equivalent means to 
indicate the cylinder pressure or cylinder content. 


NOTE In a cylinder with liquefiable gas (e.g. nitrous oxide), the pressure might not indicate the content. 
6.2.2 PRESSURE GAUGES, pressure indicators, and FLOWGAUGES 


6.2.2.1 Ifa Bourdon tube PRESSURE GAUGE or FLOWGAUGE is used, it shall conform to EN 837-1 (except 
for the minimum nominal size). 


NOTE EN 837-1 is a standard for Bourdon tube PRESSURE GAUGES but not all of their requirements are 
applicable to other types of gauges, e.g. direct drive gauges. 


6.2.2.2 PRESSURE GAUGES, CONTENT INDICATORS, and FLOWGAUGES should be designed to resist moisture 
ingress (e.g. IP 44 of IEC 60529). 


6.2.2.3 The casings of PRESSURE GAUGES, CONTENT INDICATORS and FLOWGAUGES should be designed 
such that the pressure is safely relieved to prevent a hazardous overpressure that could lead to a rupture 
in the event of a leak within the gauge. 


6.2.2.4 If the gauge connector is threaded, it shall comply with EN 837-1 or a regional or national 
standard. 


6.2.2.5 Тһе pressure, flow or content indication shall be legible to an operator having a visual acuity of 
1 (corrected if necessary) 1 m from the gauge with an illuminance of 215 Ix. 


6.2.2.6 The scale of the cylinder PRESSURE GAUGE and CONTENT INDICATOR shall extend to at least 
133 % оЁР1. 


6.2.2.7 PRESSURE GAUGES and FLOWGAUGES shall be class 2.5 or better in accordance with EN 837-1. 


6.2.2.8 Тһе inlet connection of a PRESSURE GAUGE and CONTENT INDICATOR, with a scale range greater 
than 4 000 kPa, shall be fitted with an ORIFICE with an area no greater than 0,1 mm2. 


Check compliance with the requirements of 6.2 by visual inspection or measurement as required. 


6.3 Integrated electronic device 


Where the risk management process demonstrates that the risk to patient safety is impacted by the use 
of electrical equipment, IEC 60601-1 shall be used as a normative reference. 


6.4 Connections 


6.4.1 Inlet connector 


The inlet connector for connection to cylinders shall comply with either ISO 407, ISO 5145 or the 
relevant regional or national standards. See ISO TR 7470 for information. The inlet connection should 
be selected in order to ensure that the PRESSURE REGULATOR will not be subjected to an upstream 
pressure higher than the pressure, P1, specified. 
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6.4.2 Outlet connectors 


6.4.2.1 General 


The outlet connector(s) shall be in accordance with 6.4.2.2 or 6.4.2.3. 


NOTE A PRESSURE REGULATOR can have multiple outlets and can have both a PRESSURE OUTLET and a 
FLOW OUTLET. 


6.4.2.2 * FLOW OUTLET 

A FLOW OUTLET shall either be: 

а) aNIPPLE in accordance with EN 13544-2; 

b) athreaded connector in accordance with EN 13544-2: 
— thread for oxygen: 9/16-18UNF-2A-RH; 
— thread for medical air: 3/4-16UNF-2A-RH. 


Threaded connectors, if used for other medical gases, shall be in accordance with regional or national 
standards. 


A FLOW OUTLET shall not be fitted to a PRESSURE REGULATOR intended for use with air or nitrogen for 
driving surgical tools. 


6.4.2.3 PRESSURE OUTLET 


A PRESSURE OUTLET Shall be fitted with a GAS-SPECIFIC CONNECTION POINT, in accordance with 
ISO 9170-1 for the gases specified or with a GAS-SPECIFIC CONNECTOR in accordance with regional or 
national standards for the other medical gases. 


NOTE The connection of the GAS-SPECIFIC CONNECTION POINT to the PRESSURE REGULATOR body need not be 
GAS-SPECIFIC. 


6.5 * Requirements for outlet pressure 
6.5.1 PRESSURE OUTLET 


6.5.1.1 General 


If a PRESSURE REGULATOR is fitted with a PRESSURE OUTLET, the outlet pressure shall be pre-set. 


6.5.1.2 NOMINAL OUTLET PRESSURE (P2) 


The NOMINAL OUTLET PRESSURE (P2) shall either be: 
a) (400 1°) kPa for medical gases other than air or nitrogen for driving surgical tools; 


b) (800 200) kPa for air or nitrogen for driving surgical tools. 


For special applications (e.g. NO/N2 mixtures), different outlet pressures from a) may be required. 


6.5.1.3 * Outlet pressure limits 


The outlet pressure from a PRESSURE REGULATOR fitted with a PRESSURE OUTLET (except for air or 
nitrogen for driving surgical tools) shall be not less than 360 kPa and no greater than 550 kPa at any 
flow between zero and 40 l/min for all inlet pressures between Рі and 1 500 kPa. 
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The outlet pressure of a PRESSURE REGULATOR fitted with a PRESSURE OUTLET for air or nitrogen for 
driving surgical tools shall not be less than 595 kPa and no greater than 1 150 kPa at any flow between 
zero and 350 l/min for all inlet pressures between Рі and 2 500 kPa. 


On a PRESSURE REGULATOR fitted with multiple PRESSURE OUTLETS, each PRESSURE OUTLET shall be 
capable of meeting these requirements while all outlets are operating simultaneously. 


The test for outlet pressure limits is given in 8.3.2. 


6.5.2 FLOW OUTLET 


The outlet pressure from the FLOW OUTLET shall not be greater than 550 kPa for inlet pressures 
between Р and 1 500 kPa. 


The test for the FLOW OUTLET pressure limit is given in 8.3.3. 


6.6 Flow-metering device 


If the PRESSURE REGULATOR is fitted with a FLOW OUTLET(s) in accordance with 6.4.2.2, it shall also be 
fitted with a flow-metering device. A typical flow-metering device is one of the following: 


a) aFLOWMETER anda flow control valve supplied by a PRE-SET PRESSURE REGULATOR (see 6.14); 
b) aFLOWGAUGE and a fixed ORIFICE supplied by an ADJUSTABLE PRESSURE REGULATOR (see 6.15); 


c) multiple fixed ORIFICES, with a means of selecting an ORIFICE, supplied by a PRE-SET PRESSURE 
REGULATOR (see 6.16); 


d) asingle fixed ORIFICE supplied by a PRE-SET PRESSURE REGULATOR (see 6.16.1, 6.16.3 and 6.16.4). 


6.7 Flow control and indication 


If the PRESSURE REGULATOR is fitted with a FLOW OUTLET(s) in accordance with 6.4.2.2, it shall also be 
fitted with a means of controlling the flow and a means of indicating either the flow or the flow control 
setting (see 6.14, 6.15, and 6.16). 


6.8 Pressure-adjusting device 


6.8.1 If a pressure-adjusting device is fitted, it shall be captive such that it cannot be disengaged 
without the use of a tool. 


If a pressure-adjusting device is fitted, the pressure shall increase by turning it clockwise. 


Check compliance by attempting to remove the pressure-adjusting device without the use of a tool. 


6.8.2 Тһе PRESSURE REGULATOR shall be designed so that the PRESSURE REGULATOR valve cannot be 
held in the open position as a consequence of the PRESSURE REGULATOR spring being compressed to its 
solid length. 


Check compliance by functional testing. 


6.8.3 Using the pressure-adjusting device, it shall not be possible to set a pressure at which the 
PRESSURE-RELIEF DEVICE opens. 


Check compliance by functional testing. 
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6.9 * Filtration 


Means shall be provided to prevent particles greater than 100 um from entering the high-pressure side 
of the PRESSURE REGULATOR. 


If a filter is removable without the use of a tool, the test for resistance to ignition shall be carried out 
with and without the filter. 


Check compliance by inspection of the risk management file. 


6.10 * PRESSURE-RELIEF DEVICE 
A PRESSURE-RELIEF DEVICE Shall be provided as a component part of the PRESSURE REGULATOR. 
The PRESSURE-RELIEF DEVICE shall be either pre-set or not adjustable without the use of a proprietary tool. 


The leakage from the PRESSURE-RELIEF DEVICE shall comply with the requirement of 6.11.1 up to 
a pressure of 550 kPa for medical gases (except for air or nitrogen for driving surgical tools) and 
1 150 kPa for air or nitrogen for driving surgical tools. 


The PRESSURE-RELIEF DEVICE shall activate automatically to relieve excess pressure above 550 kPa for 
medical gases (except for air or nitrogen for driving surgical tools) and 1 150 kPa for air or nitrogen for 
driving surgical tools. 


The PRESSURE-RELIEF DEVICE Shall reseat (or close) above 550 kPa for medical gases (except for air or 
nitrogen for driving surgical tools) and above 1 150 kPa for air or nitrogen for driving surgical tools. 


The discharge from the PRESSURE-RELIEF DEVICE shall be greater than the maximum predicted flow 
through the PRESSURE REGULATOR valve іп a SINGLE FAULT CONDITION at an outlet pressure of 1 000 kPa 
for compressed medical gases (except for air or nitrogen for driving surgical tools) and 2 000 kPa for air 
or nitrogen for driving surgical tools. 


The PRESSURE-RELIEF DEVICE Shall be fitted in such a way that gas will be discharged safely. 
The following shall be taken into account: 
— the PRESSURE-RELIEF DEVICE may ignite or expel a flame that could impinge on the cylinder; 


— the outlet(s) of any PRESSURE-RELIEF DEVICE need to be designed to minimize the risk of water 
ingress which, for example, if frozen, may cause a blockage. 


The maximum predicted flow through the PRESSURE REGULATOR valve in a SINGLE FAULT CONDITION 
shall be determined by the manufacturer and made available upon request. 


NOTE Typical SINGLE FAULT CONDITIONS are particles on the valve seat and damage to, or loss of, the valve 
seat material. 


The test for the PRESSURE-RELIEF DEVICE is given in 8.4. 
6.11 Leakage 


6.11.1 The total external leakage to atmosphere shall not exceed 0,2 ml/min (equivalent to a pressure 
decay of 0,020 2 kPa:1/min). 


The test for total external leakage is given in 8.5.1. 


6.11.2 The internal leakage through the PRESSURE REGULATOR valve shall not exceed 0,2 ml/min 
(equivalent to a pressure decay of 0,020 2 КРа-І/тіп). 


The test for internal leakage is given in 8.5.2. 
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6.12 Mechanical strength 


6.12.1 Resistance of the high-pressure side 


The high-pressure side of the PRESSURE REGULATOR shall be capable of withstanding 2,25х its NOMINAL 
INLET PRESSURE (P1) for 5 min without rupturing. 


The test is given in 8.6.1. 
6.12.2 Resistance of the low-pressure side to pneumatic pressure 


6.12.2.1 The low-pressure side of the PRESSURE REGULATOR, including any integral flow control device 
(except for air or nitrogen for driving surgical tools), shall be capable of withstanding a pressure of 
2 200 kPa for 5 min without rupturing. 


The test is given in 8.6.2. 


NOTE 2 200 kPa is 4х the maximum permissible outlet pressure of 550 kPa (see 6.5.1.3). 


6.12.2.2 The low-pressure side of the PRESSURE REGULATOR for air or nitrogen for driving surgical tools 
shall be capable of withstanding a pressure of 4 600 kPa for 5 min without rupturing. 


The test is given in 8.6.2. 


NOTE 4 600 kPa is 4х the maximum permissible outlet pressure of 1 150 kPa (see 6.5.1.3). 


6.12.3 Resistance of the low-pressure side to inlet pressure, Р1 


Components of the PRESSURE REGULATOR shall not be ejected if the low-pressure chamber of the 
PRESSURE REGULATOR is exposed to NOMINAL INLET PRESSURE, P4 (e.g. if the PRESSURE REGULATOR valve 
is held in the open position and the outlet connector is closed). 


The high-pressure gas shall either be safely retained or vented. 


The test is given in 8.6.3. 


6.13 * Resistance to ignition 
All PRESSURE REGULATORS Shall be subjected to an oxygen pressure surge test. 
When tested, the PRESSURE REGULATOR shall not ignite or show any sign of internal scorching. 


The tests for resistance to ignition are given in 8.7. 
6.14 Requirements for PRESSURE REGULATORS with FLOWMETERS 


6.14.1 Calibration 


FLOWMETERS Shall be graduated in units of litres per minute (l/min) or for flows equal to or less than 
11/min in millilitres per minute (ml/min). 


Compliance shall be checked by visual inspection. 


6.14.2 ACCURACY OF FLOW 


The accuracy of the flow at any graduation of a FLOWMETER shall be within +10 % of the indicated value 
for flows between 10 % and 100 % of full scale or +0,5 l/min, whichever is greater, when the flow is 
discharged into ambient atmosphere and corrected to reference conditions (see 8.1.3). 
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The accuracy of the flow at any flow graduation of a FLOWMETER with a maximum flow of 1 l/min or 
less shall be within +10 % of full scale. 


The test for ACCURACY OF FLOW is given in 8.8. 


To enhance accuracy and to reduce the hazard of electrostatic discharge, means should be provided 
to minimize the buildup of electrostatic charges both inside and outside the FLOWMETER tube and its 
housing. 


6.14.3 Stability of flow 


The actual flow, at the maximum flow specified by the manufacturer, shall not vary by more than +20 % 
with the inlet pressure decreasing from P to 1 500 kPa. 


The test for stability of flow is described in 8.9. 


6.14.4 Legibility 


The indicated value of the FLOWMETER Shall be legible to an operator having visual acuity of 1 (corrected 
if necessary), 1 m from the FLOWMETER with an illuminance of 215 Ix. 


6.14.5 Flow control device 


6.14.5.1 If a flow control device is fitted, the flow control knob and the valve spindle shall be captive 
such that they cannot be disengaged without the use of a tool. 


Check compliance by attempting to remove the knob and spindle without the use of a tool. 


6.14.5.2 The flow control device shall be designed so that the flow increases when the knob is turned 
anticlockwise. 


Check compliance by visual inspection. 
6.15 Requirements for PRESSURE REGULATORS fitted with FLOWGAUGES 


6.15.1 Calibration 


The FLOWGAUGE shall be calibrated for the identified fixed ORIFICE and graduated in units of litres per 
minute (l/min). 


6.15.2 ACCURACY OF FLOW 


The ACCURACY OF FLOW at any graduation of a FLOWGAUGE shall be within +10 % of the indicated value 
for flows between 10 % and 100 % of full scale or +0,5 l/min, whichever is greater, when the flow, 
corrected to reference conditions, is discharged into ambient atmosphere (see 8.1.3). 


The test for ACCURACY OF FLOW is described in 8.8. 


6.15.3 Stability of flow 


The actual flow, at the maximum flow specified by the manufacturer, shall not vary by more than +20 % 
with the inlet pressure decreasing from P1 to 1 500 kPa. 


The test for stability of flow is described in 8.9. 


11 


IS 18361 (Part 1) : 2023 


6.16 Requirements for PRESSURE REGULATORS fitted with fixed ORIFICES 


6.16.1 Stability and ACCURACY OF FLOW 


The actual flow shall be within +20 % of each stated value for flows greater than 1,5 l/min or +30 % of 
each stated value for flows of 1,5 l/min or less, with the inlet pressure decreasing from Рі to 1 500 kPa. 


The test for stability and ACCURACY OF FLOW are described in 8.10. 


6.16.2 * Flow setting torque 


If there are multiple ORIFICES, the tangential force required at the maximum radius of the flow-selecting 
device to change from the “off” position and from one setting to another shall not be less than 5 N and 
not more than 50 N. 


The test for flow setting torque is given in 8.11. 


It is recommended that the flow-selecting device be designed to self-centre on a flow setting and to 
prevent the likelihood of selection of positions of no flow (e.g. between adjacent settings) except for the 
zero flow setting. 


6.16.3 Removal of a fixed ORIFICE 
Removal of a fixed ORIFICE shall require the use of a tool. 


Check compliance by attempting to remove a fixed ORIFICE without the use of a tool. 


6.16.4 Legibility 


The set value of the fixed ORIFICE in use shall be legible to an operator having visual acuity of 1 
(corrected if necessary), 1 m from the PRESSURE REGULATOR with an illuminance of 215 lx. 


6.17 Endurance 


6.17.1 FLOW SELECTOR 

This requirement applies to the flow selection mechanism of a PRESSURE REGULATOR fitted with 
— fixed ORIFICES, 

— aFLOWGAUGE, and 

— aFLOWMETERing device. 


When tested according to 8.13, the FLOW SELECTOR shall be able to withstand 2 000 operational cycles 
without impairment of the following parameters: 


— selection of the flow (functional test); 
— gas tightness at the no-flow position (see 6.11); 
— flow stability and accuracy at all flows (see 6.16.1); 


— mechanical integrity (visual inspection). 
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6.17.2 PRESSURE REGULATOR 


When tested according to 8.14, the PRESSURE REGULATOR Shall be able to withstand 10 000 operational 
cycles without impairment of the following parameters: 


— gas tightness (see 6.11); 
— outlet pressure (see 6.5.1.3 or 6.5.2); 


— flow stability and accuracy (see 6.14.2, 6.15.2 and 6.16.1); 


— mechanical integrity. 


7 Construction requirements 


7.1 * Cleanliness 


Components in contact with the medical gases during the normal use of PRESSURE REGULATORS for all 
medical gases shall meet the cleanliness requirements of ISO 15001. 


Evidence of conformity with this requirement shall be provided by the manufacturer upon request. 


7.2 Lubricants 


If lubricants are used, they shall be compatible with oxygen and the other medical gases and their 
mixtures in the temperature range specified in 6.1. They shall be resistant to ignition up to the pressure 
they are intended to be exposed to under normal and SINGLE FAULT CONDITION. 


NOTE1 Attention is drawn to ISO 15001:2010, Annex D. 


In case the lubricants used are not rated for Ру, evidence of suitability сап be demonstrated by 
submitting three test samples to resistance to ignition tests according to 8.7 after they have been pre- 
conditioned via the endurance cycling procedure according to 8.14. 


NOTE2 The reason for pre-conditioning by endurance test is to allow the migration of lubricant which occurs 
during use and which can lead to a worsening condition. 


Evidence of conformity with these requirements shall be provided by the manufacturer upon request. 
7.3 Loosening torques 


7.3.1 The torque required to remove the inlet connector from the PRESSURE REGULATOR body shall 
be 235 N-m. 


7.3.2 The torque required to remove the outlet connector from the PRESSURE REGULATOR body shall 
be 212 N-m. 


7.3.3 Тһе torque required to remove a flow control valve (if fitted) from the PRESSURE REGULATOR body 
shall be 220 №. 


7.3.4 Тһе torque required to remove a FLOW SELECTOR (if fitted) from the PRESSURE REGULATOR 
body shall be >20 N-m. If it is not possible to achieve the required torque because during the test some 
components of the FLOW SELECTOR device break, it shall be verified that the mechanical failure shall 
occur in a manner that will not result in ejection of valve components. 


7.3.5 Тһе torque required to remove a threaded PRESSURE GAUGE ОГ FLOWGAUGE from the PRESSURE 
REGULATOR body shall be 212 N-m. 
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7.3.6 The torque required to remove the FLOWMETER (if fitted) from the PRESSURE REGULATOR body 
shall be >20 N-m. 


The test for loosening torques is given in 8.11. 


7.3.7 If threaded connectors are used, the requirements given іп 7.3.1 to 7.3.6 apply. If other means of 
connection are used, an equivalent degree of safety shall be provided. 


7.3.8 Апу other screwed part accessible to the user shall require a specific tool to be unscrewed. 


8 Test methods for type tests 
8.1 General conditions 


8.1.1 General 


These tests are type tests. 


8.1.2 Ambient conditions 


Unless otherwise stated, tests shall be performed at room temperature (typically between 15 °C and 
30 °C, according to ISO 10297). 


8.1.3 Test gas 


In all cases, carry out tests with clean, oil-free air or nitrogen with a maximum moisture content of 
50 ug/g corresponding to a dew point of -48 °C at atmospheric pressure. 


When a PRESSURE REGULATOR is tested with a gas other than that for which it is intended, the flows 
shall be converted using the conversion coefficients given in Table 1. 


Table 1 — Conversion coefficients 


Intended gasa Conversion coefficient 


Test gas: air Test gas: nitrogen 
Air 
Oxygen 


Nitrogen 


Nitrous oxide 
Carbon dioxide (C02) 
Helium 


Xenon 


а Flow of intended gas = Flow of test gas x conversion coefficient. 


8.1.4 Reference conditions 


Correct flows to 15 °C and 101,3 kPa. 


8.2 Test schedule 


Tests shall be carried out in accordance with the schedule given in Table 2. 
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Table 2 — Test schedule for type testing 


er Number 
Test Test and relevant Condition Test Test Number of tests Total 
of test of tests number 
sequence subclause temperature | pressure sample per of tests 


sample sample 


2,25 x P1 


(high- 
pressure 
Test method side) 
for mechanical 


strength 
(8.61 8.6.2) (КТ) 4 600 kPa 


Room 
As received | temperature | 2 200 kPa/ 


(low- 
pressure 
side) 


Test for resistance of 
the low pressure side | As received Py 
to Ру (8.6.3) 


Internal and external 
leakage before As received 
endurance test (8.5) 


Functional testing 
before endurance test 
(as applicable) 


Test methods for outlet 
pressure (8.3.2 and 
8.3.3) 


Test methods for 
leakage (8.5) 


Test method for 
ACCURACY OF FLOW of 
PRESSURE REGULATORS 
fitted witha 
FLOWMETER (8.8) 


Test method for 
ACCURACY OF FLOW of | From test 2 
PRESSURE REGULATORS 
fitted witha 
FLOWGAUGE (8.8) 


Test method for the 
stability of flow of 
PRESSURE REGULATORS 
fitted witha 
FLOWGAUGE (8.9) 


Test method for 
stability and ACCURACY 
OF 

FLOW of PRESSURE 
REGULATORS fitted 
with fixed ORIFICES 
(8.10) 


Endurance test (8.14) | From test З 


Internal and external 
leakage after From test 4 
endurance test (8.5) 
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Test 
sequence 


Test and relevant 
subclause 


Functional testing 
after endurance (same 
as test sequence 3) 


Table 2 (continued) 


Condition 
of test 
sample 


From test 5 


Test 
temperature 


Test 
pressure 


Number 
of tests 
sample 


Number 
of tests 
per 
sample 


Total 
number 
of tests 


Test method for 
PRESSURE-RELIEF 
VALVE (8.4) 


Test method for flow 
setting and loosening 
torques (8.11) 


From test 6 


From test 7 


3to5 


Test for durability of 
markings and colour 
coding (8.12) 


From test 8 


RT 


3to5 
(only 1 
sample) 


Resistance to ignition 
(8.7) 


As received 


See 


150 10297:2014, 


Annex C 


1,2 х Py 


6to8 


FLOW SELECTOR 
endurance test (6.17.1, 
8.13) 


As received 


8.3 Test methods for outlet pressure 


8.3.1 Test equipment 


RT 


Minimum 
0,8 of P4 


9,10, and 
11 


The resolution and accuracy of all measuring devices used for testing shall require an accuracy of at 
least +1% of the measured value for PRESSURE GAUGES and at least +5% of the measured value for flow- 
measuring devices. 


All measuring devices used for testing shall be calibrated at appropriate intervals. 


Typical test equipment is shown in Figure 1. 
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9 
3 
Key 
1 auxiliary PRESSURE REGULATOR 6 pressure-adjusting device 
2 gas supply 7 flow control valve 
3 buffer cylinder 8 FLOWMETER 
4 calibrated gauges 9 thermometer 
5 PRESSURE REGULATOR under test a Maximum 1m. 


Figure 1 — Equipment for pressure and flow tests 


Ensure that all equipment, including the flow control valve, has a flow capacity greater than that of the 
PRESSURE REGULATOR to be tested. 


8.3.2 Test methods for determining outlet pressure limits for a PRESSURE REGULATOR fitted 
with a PRESSURE OUTLET 


8.3.2.1 General 


This testis only applicable to a PRESSURE REGULATOR fitted with a PRESSURE OUTLET. 


8.3.2.2 Test method for a PRESSURE REGULATOR for medical gases (except for air or nitrogen for 
driving surgical tools) 


Apply pressure P4 to the inlet of the PRESSURE REGULATOR. 


a) Set the flow at 40 l/min and measure the outlet pressure immediately downstream of the 
PRESSURE OUTLET. 


b) Cut off the flow with the flow control valve (see Figure 1) rapidly (e.g. in less than 1 s) and measure 
the outlet pressure immediately downstream of the PRESSURE OUTLET. 


Repeat the sequence a) to b) with a pressure of 1 500 kPa applied to the inlet. 


Verify that all outlet pressures measured are constantly within the limits given in 6.5.1.3. 
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8.3.2.3 Test method for a PRESSURE REGULATOR for air or nitrogen for driving surgical tools 
Apply pressure P1 to the inlet of the PRESSURE REGULATOR. 


a) Set the flow to 350 l/min and measure the outlet pressure immediately downstream of the 
PRESSURE OUTLET. 


b) Cut off the flow with the flow control valve (see Figure 1) rapidly (e.g. in less than 1 s) and measure 
the outlet pressure immediately downstream of the PRESSURE OUTLET. 


Repeat the sequence a) and b) with a pressure of 2 500 kPa applied to the inlet. 


Verify that all outlet pressures measured are constantly within the limits given in 6.5.1.3. 


8.3.3 Test method for determining the outlet pressure limit for a PRESSURE REGULATOR fitted 
with a FLOW OUTLET 


a) Open the test flow control valve (see Figure 1, Key 7). 

Б) Apply a pressure of P1 to the inlet of the PRESSURE REGULATOR. 

с) Set the flow to the maximum indicated flow. 

d) Close the test flow control valve (see Figure 1, Key 7). 

е) Measure the pressure immediately upstream of the test flow control valve (see Figure 1, Key 7). 
f) Verify the outlet pressure is within the limit specified in 6.5.2. 

Repeat the sequence a) to f) with an inlet pressure of 1 500 kPa. 


Verify that all the outlet pressures are constantly within the limit specified in 6.5.2. 


8.4 Test method for a PRESSURE-RELIEF DEVICE 


a) The pressure shall be increased to approximately 468 kPa (85 % of 550 kPa) for medical gases other 
than air or nitrogen for driving surgical tools, or 978 kPa (85% of 1 150 kPa) for air or nitrogen 
for driving surgical tools. The leak tightness of the PRESSURE-RELIEF DEVICE shall comply with the 
requirements of 6.11.1. 


b) The pressure shall then be further increased slowly at a rate not exceeding 15 kPa (0,15 bar)/s until 
the first bubbles are observed from the outlet of the PRESSURE-RELIEF DEVICE. 


c) Increase the pressure to 1 000 kPa or 2 000 kPa for air or nitrogen for driving surgical tools and 
measure the discharge capacity. 


d) The pressure shall gradually be decreased at a rate not exceeding 20 kPa (0,2 bar)/s until the 
PRESSURE-RELIEF DEVICE reseats. The reseat pressure shall be recorded. 


The PRESSURE RELIEF DEVICE shall meet the requirements of 6.10. 
8.5 Test methods for leakage 


8.5.1 External leakage 


Measure the total external leakage of the PRESSURE REGULATOR at the NOMINAL INLET PRESSURE, Р1, 
and at the pre-set outlet pressure or the maximum adjustable outlet pressure with all outlets closed or 
the flow-selecting device set to zero flow. 
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8.5.2 Internal leakage 


8.5.2.1 ADJUSTABLE PRESSURE REGULATOR 


Measure the internal leakage through the PRESSURE REGULATOR valve at the NOMINAL INLET 
PRESSURE (P1) with the pressure-adjusting device set to zero outlet pressure and the outlet open. 


Repeat the test using an inlet pressure of 1 500 kPa for medical gases except for air or nitrogen for 
driving surgical tools. 


Repeat the test using an inlet pressure of 2 500 kPa for air or nitrogen for driving surgical tools. 


8.5.2.2 PRE-SET PRESSURE REGULATOR 


By monitoring the pressure, measure the internal leakage at the NOMINAL INLET PRESSURE, Р1, with the 
outlet closed. 


Repeat the test using an inlet pressure of 1 500 kPa for medical gases except air or nitrogen for driving 
surgical tools. 


Repeat the test using an inlet pressure of 2 500 kPa for air or nitrogen for driving surgical tools. 
8.6 Test method for mechanical strength 


8.6.1 Test method for the high-pressure side 


For an ADJUSTABLE PRESSURE REGULATOR, ensure that the pressure-adjusting device is in the position 
where the PRESSURE REGULATOR valve is closed. 


For a PRE-SET PRESSURE REGULATOR, plug the outlet. 


Replace the cylinder PRESSURE GAUGE with a plug. Hydraulically pressurize the high-pressure side of 
the PRESSURE REGULATOR to 2,25х its NOMINAL INLET PRESSURE, P4, for 5 min. 


Verify that the requirements of 6.12.1 have been met. 


8.6.2 Test method for resistance of the low-pressure side to pneumatic pressure 


Replace the PRESSURE-RELIEF DEVICE and outlet PRESSURE GAUGE, if fitted, with plugs. If necessary to 
hold the test pressure, replace the diaphragm with a blank. 


Pressurize the outlet chamber of the PRESSURE REGULATOR to 2 200 kPa for medical gases (except for 
air or nitrogen for driving surgical tools) or to 4 600 kPa for air or nitrogen for driving surgical tools 
for 5 тїп. 


Verify that the PRESSURE REGULATOR has not ruptured. 


8.6.3 Test method for the resistance of the low pressure side to P1 


The PRESSURE REGULATOR valve shall be held in the open position or removed and the outlet(s) of the 
FLOW OUTLET and/or PRESSURE OUTLET(s) blanked off. 


Apply a pneumatic pressure of P to the inlet of the PRESSURE REGULATOR. 


Verify that no components have been ejected and the gas has been safely retained or vented. 
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8.7 Test method for resistance to ignition 


8.7.1 General 

This test is described in ISO 10297:2014, Annex C. 

There are deviations from the referenced test, noted below: 

a) the PRESSURE REGULATOR shall be tested via the inlet connection; 

b) the dimensions of the connecting tube shall be L= 1 mandd=5 mm. 
The test sequences for this document are described in 8.7.2. 


After the test has been completed, dismantle the PRESSURE REGULATOR under test and inspect all 
internal parts and areas for damage (e.g. evidence of ignition or scorching). 


8.7.2 Test procedure for ADJUSTABLE and PRE-SET PRESSURE REGULATORS 
ADJUSTABLE PRESSURE REGULATORS Shall be tested according to the sequences given in Table 3. 
PRE-SET PRESSURE REGULATORS Shall be tested in the normal delivery condition and the outlet closed. 


For a PRESSURE REGULATOR fitted with a FLOWMETER, repeat the test with the flow control valve 
fully open. 


Apply oxygen pressure shocks through the inlet connector according to Table 3. 


Table 3 — Oxygen pressure surges applied to the inlet connector 


PRESSURE 
Sequence 
REGULATOR VALVE 


1 Closed 
2 Open 


8.8 Test method for ACCURACY OF FLOW of PRESSURE REGULATORS fitted with FLOWMETERS 
Or FLOWGAUGES 


Using the equipment shown in Figure 1 at NOMINAL INLET PRESSURE, P4, set the indicated flow of the 
FLOWGAUGE under test to 10 % of full scale or the lowest graduation mark. 


Measure the actual flow. Repeat the test at 50 % of full scale flow and at full scale flow. 


Verify that the measured values are within the requirements specified in 6.14.2 or 6.15.2. 


8.9 Test method for the stability of flow of PRESSURE REGULATOR fitted with FLOWMETERS 
or FLOWGAUGES 


Using the equipment shown in Figure 1 with the flow control valve fully open, adjust the flow to the 
maximum specified by the manufacturer at NOMINAL INLET PRESSURE, P}. 


Repeat the tests and record the flows as indicated by the FLOWMETER with inlet pressures, P1, 75 % of 
P1, 50 % of P1, 25 % of Py and 1 500 kPa. 


Any regions of instabilities of the pressure shall be recorded by additional pressure measurements. 


Verify that the measured values are within the requirements specified in 6.14.3 or 6.15.3. 
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8.10 Test method for stability and ACCURACY OF FLOW of PRESSURE REGULATORS fitted with 
fixed ORIFICES 


Use the equipment described in Figure 1 with the flow control valve fully open. 


For each fixed ORIFICE, record the flow indicated by the FLOWMETER with pressures, P1, 75 % of P4, 
50 % of P1, 25 % of Py and 1 500 kPa. Any regions of instability of flow shall be noted and subject to 
additional pressure measurements. 


Verify that the measured values are within the requirements specified in 6.16.1. 
8.11 Test method for flow setting and loosening torques 


8.11.1 General 
Measure the flow setting and loosening torques using appropriate measuring devices. 
The requirements for flow setting torques are described in 6.16.2. 


The requirements for loosening torques are described in 7.3. 


8.11.2 Test method for verifying no stable position between two settings 


Between each setting, try to find an equilibrium position (it may be unstable) and check that it returns 
to a stable position. 


Check compliance by inspection. 


8.12 Test method for durability of markings and colour coding 


Rub markings and colour coding by hand, without undue pressure, first for 15 s with a cloth rag soaked 
with distilled water, then for 15 s with a cloth rag soaked with ethanol and then for 15 s with a cloth rag 
soaked with isopropanol. 


8.13 *FLOW SELECTOR endurance test 


Define the inlet pressure of at least 80 % of P1. The test will be carried out at this pressure. Apply and 
maintain this inlet pressure for the duration of the test. 


Prior to performing the cycling, record the flow at each flow setting and measure the gas tightness 
through the FLOW OUTLET at the zero flow setting. 


Apply the high pressure gas to the inlet connector of the PRESSURE REGULATOR. 


Turn the FLOW SELECTOR from zero (0) to the maximum flow setting and back to zero (0) for a total of 
2 000 repetitions. 


The cycling rate shall not exceed 5 cycles per minute. 


At the end of the test, record the flow for each flow setting and measure the gas tightness through the 
FLOW OUTLET at the zero flow position. 


Perform this test on three samples. 
Verify the requirements of 6.17.2 are met. 


After completion of the endurance test, verify the PRESSURE REGULATOR is capable of meeting the leakage 
requirements specified in 6.11. 
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8.14 PRESSURE REGULATOR endurance test 


Endurance testing shall be carried out with oil-free, dry air or oil-free, dry nitrogen at room temperature 
(typically between 15 °C to 30 °C, according to ISO 10297). 


For this test, the PRESSURE REGULATOR Shall be installed so that the inlet is connected to a source of test 
gas ata minimum of 80 % of the maximum rated inlet pressure of the PRESSURE REGULATOR. 


The pressure-adjusting mechanism, if used, shall be adjusted to the maximum rated delivery pressure. 


If the PRESSURE REGULATOR is fitted with a PRESSURE OUTLET, the flow at the PRESSURE OUTLET Shall be 
controlled downstream of the outlet at 40 l/min. 


If the PRESSURE REGULATOR is not fitted with a PRESSURE OUTLET, the flow at the FLOW OUTLET shall be 
set at the maximum flow setting. 


The PRESSURE REGULATOR shall then be subjected to the required cyclic testing (see 6.17.2). Each cycle 
shall consist of pressurization to the inlet test pressure then depressurization of both the high and low 
pressure chambers to atmospheric pressure. 


The test apparatus shall incorporate valves upstream and downstream of the PRESSURE REGULATOR 
being tested to permit introduction and venting of the test gas. 


The cycle rate shall be set to a minimum of 5 cycles per minute. 
The inlet test pressure shall not decrease by more than 5 % during the test period. 


After completion of the endurance test, verify the PRESSURE REGULATOR is capable of meeting the leakage 
requirements specified in 6.11. 


9 Marking, colour coding, and packaging 
9.1 Marking 


9.1.1 PRESSURE REGULATOR and their GAS-SPECIFIC components shall be durably and legibly marked 
with the symbol of the relevant gas in accordance with Table 4. 


The test for the durability of markings is given in 8.12. 


NOTE In addition to the symbol, the name of the gas can be used. 


Table 4 — Medical gases, marking and colour coding 


Name Colour coding@ 
Oxygen Whiteb 
Nitrous oxide Blueb 
Medical air Black-whiteb 


Air for driving surgical tools Black-white> 


Nitrogen for driving surgical tools Blackb 


Helium Brownb 
See Annex B for national deviations for colour coding for medical gases. 
In accordance with ISO 32. 
National languages can be used for air. 
An example of light brown is NCS 3030-Y30 К in accordance with SS 01 91 02116]. 


According to the components. 
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Table 4 (continued) 


Xenon Light brownd 


Mixtures of the above gases e 
See Annex B for national deviations for colour coding for medical gases. 
In accordance with ISO 32. 
National languages can be used for air. 
An example of light brown is NCS 3030-Y30 К in accordance with SS 01 91 02116]. 


According to the components. 


9.1.2 In addition to the requirement of 9.1.1, the PRESSURE REGULATOR shall be marked with the 
following: 


a) the name and/or the trademark of the manufacturer or distributor (some regional regulatory 
authorities do not accept that identification of the distributor replaces the identification of the 
manufacturer); 


b) the model or type designation; 

с) ameans of individual identification such as a serial number; 

а) the value of NOMINAL INLET PRESSURE, Р1; 

e) the date of manufacture (can be part of the serial number, recognizable to the user). 


For PRESSURE REGULATORS that are an integral part of medical equipment, the marking listed above 
may be on the medical equipment. 


9.1.3 Ifa fixed ORIFICE is designed to be removed by use of a tool, the body of the fixed ORIFICE shall be 
marked with the corresponding flow in units of l/min. 


9.1.4 PRESSURE GAUGES, CONTENT INDICATORS and FLOWGAUGES shall have the following markings 


a) means of identification (e.g. the name and/or the trademark of the manufacturer and/or 
distributor); 


b) the words “USE NO OIL’ or the symbol shown in Figure 2; 
c) the unit of pressure (for PRESSURE GAUGES); 
а) the unit of flow (for FLOWGAUGES); 


e) the identity of the fixed ORIFICE for which the FLOWGAUGE is calibrated. 


г 7 
b 
L А! 


Figure 2 — Symbol for “use по oil” (Application of ISO 7000-0248) 
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9.1.5 Pressure-adjusting devices and FLOWMETERS (if fitted) shall be clearly and durably marked with 
the direction for increasing pressure or flow. 


Check compliance with above requirements by visual inspection. 
9.2 Colour coding 


9.2.1 If colour coding is used, it shall be in accordance with Table 4 or regional or national standards. 


NOTE Annex B shows national and regional deviations in colour coding and nomenclature for medical gases. 


9.2.2 Colour coding shall be durable. 


The test for the durability of colour coding is given in 8.12. 
9.3 Packaging 


9.3.1 PRESSURE REGULATORS and spare parts shall be sealed to protect against contamination and 
packaged to prevent damage during storage and transportation. 


9.3.2 Packages shall provide a means of identification of the contents. 


9.3.3 The package shall be marked with the transport and storage conditions specified by the 
manufacturer. 


10 Information to be supplied by the manufacturer 


10.1 In order to provide the necessary information for safe use, the manufacturer of the PRESSURE 
REGULATOR shall make available to his customer(s) the following information: 


— atechnical description; 

— instructions for operation and maintenance; 

— instructions for use and for determining gas cylinder content; 

— instructions for functional testing before use; 

— е пате and/or the trade mark and address of the manufacturer; 


— where the manufacturer does not have an address within the locale, an authorized representative 
within the locale to which the responsible organization can refer; 


— the expected service life of the device. 


10.2 For a PRESSURE REGULATOR fitted with a PRESSURE OUTLET, the technical description provided shall 
include evidence (e.g. a table or curve) giving the values of the maximum flow as a function of the inlet 
pressure and outlet pressure in a range between 1500 kPa and Рі. 


10.3 For a PRESSURE REGULATOR fitted with a FLOW OUTLET, the technical description provided shall 
include values of the NOMINAL INLET PRESSURE, P4, and the range of flow settings. 


10.4 Instructions for operating the PRESSURE REGULATOR shall include the specification of the PRESSURE 
REGULATOR inlet connector. 
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10.5 Instructions for operating the PRESSURE REGULATOR shall give detailed information needed for the 
safe performance including: 


— functions of the controls; 
— the sequence of operations and connection and disconnection of detachable parts and accessories; 


— the danger of fire arising from allowing the PRESSURE REGULATOR to come into contact with oils, 
greases or other combustible substances; 


— the need to open and shut the cylinder valve slowly; 
— awarning not to use a FLOW OUTLET for driving any medical equipment; 


— awarning that, if multiple fixed ORIFICES are fitted, no flow may be delivered if the flow-selecting 
device is set between adjacent settings. 
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Annex A 
(informative) 


Rationale 


The following correspond to subclauses marked with * in this document. The numbering is, therefore, 
not consecutive. 


A.1 This annex provides a rationale for some requirements of this document and is intended for those 
who are familiar with the subject of this document but who have not participated in its development. 
An understanding of the rationale underlying these requirements is considered to be essential for 
their proper application. Furthermore, as clinical practice and technology change, it is believed that a 
rationale will facilitate any revision of this document necessitated by those developments. 


А.5.4.1 PRESSURE REGULATORS for different gases are often made with interchangeable components or 
subassemblies. The requirement for compatibility with oxygen should therefore be applied to PRESSURE 
REGULATORS for all gases. 


А.5.4.3 The bodies and parts of the high-pressure side of most PRESSURE REGULATORS are made of 
brass or aluminium. Aluminium and its alloys are more likely to ignite in an oxidizing environment 
than brass. In ignition tests, aluminium can burn vigorously even at low pressures, while brass burns 
only at pressures many times higher than cylinder filling pressures. Although there are some reported 
instances of ignition in brass PRESSURE REGULATORS, these PRESSURE REGULATORS have a long history 
of safe use and are believed to be safer than aluminium PRESSURE REGULATORS. Therefore, components 
on the high-pressure side of a PRESSURE REGULATOR are required by this document to be composed of a 
material other than aluminium, e.g. brass. 


Some national regulations or organizations prohibit or recommend against the use of aluminium in 
PRESSURE REGULATORS. 


PRESSURE REGULATORS for different gases are often made with interchangeable components or 
subassemblies. This requirement should therefore be applied to PRESSURE REGULATORS for all gases. 


A.6.4.2.2 A FLOW OUTLET is typically used to supply a medical gas for inhalation by a patient. The 
flow and pressure delivered at such an outlet is not intended to drive medical equipment, which may 
present sufficient back pressure to make the FLOW OUTLET non-functional. Therefore, a FLOW OUTLET 
is required to have different dimensions from a PRESSURE OUTLET which is intended to drive medical 
equipment. 


A.6.5 The outlet pressure has been linked to the type of outlet connector for the following reasons: 


a) When a PRESSURE REGULATOR is fitted with a PRESSURE OUTLET, the PRESSURE OUTLET should 
have essentially the same performance as a medical gas pipeline terminal unit. The pressure at the 
terminal unit is given in ISO 7396-1 which specifies the following nominal ranges: 


— 400 kPa to 500 kPa with an allowable deviation of +10 % between conditions of zero flow and 
maximum flow for medical gases other than air or nitrogen for driving surgical tools; 


— 700 КРа (о 1 000 kPa with an allowable deviation of +15 % between conditions of zero flow and 
maximum flow for air or nitrogen for driving surgical tools. 


b) A FLOW OUTLET is not intended to supply gas to medical equipment such as a ventilator or an 
anaesthetic workstation. Such equipment needs to be connected to a PRESSURE OUTLET. 


c) PRESSURE REGULATORS fitted with non-interchangeable screw-thread (NIST) or diameter index 
safety system (DISS) connectors are intended for the supply of certain medical gases which are 
normally not piped but which can be used for therapy or measurement. 
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d) NIST or DISS connectors for those medical gases which are normally supplied by medical gas 
pipeline systems are not permitted by this document so that only one system for GAS-SPECIFIC 
CONNECTORS is used for any one medical gas. 


А.6.5.1.3 When a PRESSURE REGULATOR is fitted with a PRESSURE OUTLET, the PRESSURE OUTLET should 
have essentially the same performance as a medical gas pipeline terminal unit. ISO 7396-1 specifies the 
following values in SINGLE FAULT CONDITION: 


— 1000 kPa (10 bar) for medical gases except for air or nitrogen for driving surgical tools; 
— 2000 kPa (20 bar) for air or nitrogen for driving surgical tools. 


A.6.9 A filter represents a high risk of ignition in an oxidizing atmosphere, as it creates an impingement 
zone for any free-flowing particles. The use of filters shall be limited and the materials of construction, 
shape and location in the PRESSURE REGULATOR considered carefully to reduce the risks. Where possible, 
filters should be limited to a position immediately upstream of the PRESSURE REGULATOR inlet where 
they protect the PRESSURE REGULATOR Seat from particle damage and subsequent failure to operate as 
designed. 


The material of the filter is critical; typically a nickel, Monel® or sintered bronze is selected and 
stainless steel or aluminium bronze should be avoided. 


A.6.10 When a PRESSURE REGULATOR is fitted with a PRESSURE OUTLET, the PRESSURE OUTLET should 
have essentially the same performance as a medical gas pipeline terminal unit. ISO 7396-1 specifies the 
following values in SINGLE FAULT CONDITION: 


— 1000 КРа for compressed medical gases other than air or nitrogen for driving surgical tools (medical 
equipment such as ventilators and anaesthetic workstations are required to function with pressure 
variations up to the maximum permitted pressure); 


— 2000 kPa for air or nitrogen for driving surgical tools. 


In order to avoid the application of excessive pressure to downstream components, the maximum 
predicted flow through the PRESSURE REGULATOR valve in SINGLE FAULT CONDITION shall be known to 
determine the performance of the PRESSURE-RELIEF DEVICE. 


A.6.13 PRESSURE REGULATORS for different gases are often made with interchangeable components 
or subassemblies. The requirement for resistance to ignition should therefore be applied to PRESSURE 
REGULATORS for all gases. 


A.6.16.2 A potentially dangerous situation could arise if the flow-selecting device can be 
unintentionally set to a position where no flow occurs. Therefore, the design of the flow-selecting 
device should minimize the possibility of this happening. A warning of this possible hazard is required 
in the instructions for use. 


A.7.1 PRESSURE REGULATORS for different gases are often made with interchangeable components or 
subassemblies. The requirement for cleanliness should therefore be applied to PRESSURE REGULATORS 
for all gases. 


A.8.13 This meets the requirements of the US standard CGA E18[13]. 


A.C As resolved by the committee, all references to oxygen-enriched air have been changed to Oxygen 93. 


1) Monel® is an example ofa suitable product available commercially. This information is given for the convenience 
of users of this document and does not constitute an endorsement by ISO of this product. 
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a) ADJUSTABLE PRESSURE REGULATOR with FLOWGAUGE 
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b) PRE-SET PRESSURE REGULATOR With PRESSURE OUTLET and FLOW OUTLET (fixed ORIFICES with 
FLOW-SELECTOR) 
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Key 
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с) PRE-SET PRESSURE REGULATOR with PRESSURE OUTLET and FLOW OUTLET (FLOWMETER) 


1 inlet connector 7 FLOW OUTLET 

2 inlet PRESSURE GAUGE 8 PRE-SET PRESSURE REGULATOR 
3 filter 9 PRESSURE OUTLET 

4 ADJUSTABLE PRESSURE REGULATOR 10 FLOW SELECTOR 

5 PRESSURE-RELIEF DEVICE 11 FLOWMETER 

6 FLOWGAUGE 


Figure A.1 — PRESSURE REGULATORS 
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Annex B 
(informative) 


Reported regional and national deviations of colour coding and 
nomenclature for medical gases 


Table B.1 contains requirements for colour coding of medical gases in accordance with ISO 32. Although 
many countries/markets comply with ISO 32, some countries/markets have colour coding requirements 
that differ from those specified in ISO 32 (see Tables B.2 to B.5). Often, these alternative colour codes 
are mandated by standards in force within the respective countries/markets. 


Table B.1 — European Union 


Medical gas Colour coding 


Oxygen 


White 


Nitrous oxide 


Blue 


Medical air 


Black and white 


Nitrogen 


Black 


Carbon dioxide 


Grey 


Helium 


Brown 


Mixtures of gases 


Combination of colours from individual gases, e.g. 
white/blue 


Table B.2 — United States of America 


Medical gas Colour coding 


Oxygen 


Nitrous oxide 


Medical air 


Nitrogen 


Carbon dioxide 


Grey 


Helium 


Brown 


Mixtures of gases 


Combination of colours from individual gases, e.g. 
green/blue 


NOTE See ССА С-9112]. 
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Table B.3 — Australia and New Zealand 


Medical gas Colour coding 


Oxygen 


White 


Nitrous oxide 


Ultramarine 


Medical breathing air 


Black and white 


Surgical tool gas 


Aqua 


Nitrous oxide/oxygen 50/50 


Ultramarine and white 


Carbon dioxide 


Green grey 


Carbon dioxide in oxygen — 
nominal 5 % 


White and green grey 


Spare medical gas 
NOTE See AS 448412]. 


Sand 


Table B.4 — Canada 


Medical gas Colour coding 


Oxygen 
Nitrous oxide 


White 
Blue 


Medical breathing air 


Black and white 


Nitrogen 


Black 


Carbon dioxide 


Grey 


Helium 


Brown 


Mixtures of gases Combination of colours from individual gases 
NOTE See CAN/CGSB 24.2-М8601. 


Table B.5 — Japan 


Medical gas Colour coding 


Oxygen 


Green 


Nitrous oxide 


Blue 


Air for breathing 


Yellow 


Nitrogen 


Grey 


Carbon dioxide 


Orange 


Air for driving surgical tools 


NOTE See JIS Т 710115]. 
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NATIONAL ANNEX C 
(National Foreword) 


C-1 BIS CERTIFICATION MARKING 
The product(s) conforming to the requirements of this standard may be certified as per the conformity 


assessment schemes under the provisions of the Bureau of Indian Standards Act, 2016 and the Rules 
and Regulations framed thereunder, and the product(s) may be marked with the Standard Mark. 
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International Standard 


ISO 32 
ISO 5145 


ISO 9170-1 


ISO 10297 : 2014 


IEC 60601-1 


EN 837-1 


EN 13544-2 


Title 


Gas cylinders for medical use — Marking for identification of content 


Cylinder valve outlets for gases and gas mixtures — Selection and 
dimensioning 


Terminal units for medical gas pipeline systems — Part 1: Terminal units for 
use with compressed medical gases and vacuum 


Gas cylinders — Cylinder valves — Specification and type testing 


Medical electrical equipment — Part 1: General requirements for basic safety 
and essential 


Pressure gauges — Part 1: Bourdon tube pressure gauges — 
Dimensions, metrology, requirements and testing 


Respiratory therapy equipment — Part 2: Tubing and connectors 


In this standard, the modification includes references which are not equivalent to referred Indian 


Standard. 


This standard also makes a reference to the BIS Certification Marking of the product, details of which 
is given in National Annex C. 


For the purpose of deciding whether a particular requirement of this standard is complied with, the 
final value, observed or calculated, expressing the result of a test shall be rounded off in accordance 
with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision)’. 


Bureau of Indian Standards 


BIS is a statutory institution established under the Bureau of Indian Standards Act, 2016 to promote harmonious 
development of the activities of standardization, marking and quality certification of goods and attending to 
connected matters in the country. 


Copyright 


BIS has the copyright of all its publications. No part of these publications may be reproduced in any form without 
the prior permission in writing of BIS. This does not preclude the free use, in the course of implementing the 
standard, of necessary details, such as symbols and sizes, type or grade designations. Enquiries relating to 
copyright be addressed to the Head (Publication & Sales), BIS. 


Review of Indian Standards 


Amendments are issued to standards as the need arises on the basis of comments. Standards are also reviewed 
periodically; a standard along with amendments is reaffirmed when such review indicates that no changes are 
needed; if the review indicates that changes are needed, it is taken up for revision. Users of Indian Standards 
should ascertain that they are in possession of the latest amendments or edition by referring to the website- 
www.bis.gov.in or www.standardsbis.in 


This Indian Standard has been developed from Doc No.: MHD 11 (12720). 
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